
Dr. Susan Walker 
Office of Nutritional Produc 
Center fer Food Safety and 
Food and Drug Administrative 
5100 Paint Branch Parkway 

ark, MD 20740-3836 

and 

Dear Dr. Walker: 

Pursuant to 21 CFR § 196.61 pM Sciences is hereby n~ti~~ng the Food and Drug 
Administration of our intent ta market dietary suppl ~~~~~~i~g a new 
dietary ingredient. 

1. NAME AND ADDRESS OF ~N~~ACT~~~~ OF DIETARY SUPPL CONTAINS THE 
DIETARY INGREDIENT. 

PH SCIENCES, INC. 

2~~-850-~987 
206-3M-5369( FAX) 

2. NAME OF THE NEW DIETARY INGRESS T THAT IS THE SU 
NOTIF%cATION: 

A~ka-Pl~x @  
The New Dietary Ingredient is Alka-Plex@, a proprieta~ combination of dietary 
minerals designed to help the user maintain a healthy pH level by providing a mild 
alkalizing effect. Alka- ranutes are made by using rbo~ate powder 
as the carrier for mag hydroxide and potassium These minerals 
are then combined with mjcroc~stalline cellulose, crosscarm~~osa sodium and 
magnesium stearate. This powder is then precisely ~gg~omer 
process’ 2 whereby the resting granules are in a form that 
the integrity of the magnesium hydroxide and potassium hydroxide. 



3. DESRIPTION OF THE DIETARY SUPPLEMENT THAT CONTAIN THE MEW DIETARY 
INGREEW+IT. 

The new dietary supplement that e new dietary ingradient is labeled as 
pi-l BalanceTM. This product cant ted form. The 
supplement will be packaged in o ng 90 tablets 
each, or approximately on month’s supply for supplementation. 

3.1. kVEL OF THE b&W TARY ~JGREDIENT 1t4 THE ~~~T~~y ~~~PLEMENT~ 
The new dietary supplement contains Alka-Peel granules at IOOOmg 
prepared in tablet form, each tablet consisting of the following: 

Calcium (as Calxium carbonate)- 220m9 or 22%DV 
Magnesium (as Magnesium hydroxide)- 4mg or i%DV 
Potassium (as Potassium hydroxide) - 35mg or l%DV 

Tableting excipients are identiied as rnicro~~sta~~~ e cellulose and 
magnesium stearate. 

3.2. CONDUION~ OF 19s~ RECOMMENDED OR SU~~GESTEQ IN ELlNG OF THE 
DIETARY §~PPLE~~N~. 
It is well known that the average western 3 4 ’ especially 
when considering the amount of highly a as coffee and 
colas consumed on a daily basis. H individuals understand the 
nature of the body’s pH level and the reiated unguent both health and 
wellness’ and various health concerns. Using Alka-Ple granules as the 
single ingredient, pH BalanGeTM is being introduced to provide the user with a 
mild alkalizing effect to neutralize the acids consumed on a daily basis. 

A single serving si of pH BalanceW is one tablet. The suggested use is 
two to four tablets r day, not to exceed six tablets per day. pH BalanceTM 
is not recommended for long term use. The label suggests that the user 
consult with a physician prior to using the supplement. The label suggests 
that the user consult a physician prior to use if the user is presently taking 
any medications or is. under a physician’s care. Pre~~~~o~s are listed on the 
supplement label are as follow: Contraindicated for women who are pregnant 
or nursing; Contraindicated for individuals with impaired kidney function, 
kidney disease. 

Claims made on the label state that “pH Balance” is d ed to promote a 
healthy body pH and to reduce body acidity. This state t is accompanied 
by the FDA disclaimer as required by Law and stated as: ‘“These statements 
have not been approved by the Food and Drug Adminis 
is not intended to diagnose, treat, cure or prevent any di 



4. HISTORY OF USE OR HER EV?DE~FICE of SAFETV ESTABLI 0 ~-HAT THE DIETARY 
INGREDIENT, WHEN USED UNDER THE CQNMTIONS R~~o~~~N~E~, 
BE EXPECTED TO BE SAFE. 

4.1. Alka-Piex granules are f 100% GRAS ingredients 
Calcium car 
Magnesium e - 
Potassium hydroxide - 21CFR 184.1631 

All excipients used in pro~ssing are GRAS or approved Food Additives, as 
listed below: 

Magnesium stearate - 
Microcrystaline cellulose - 
Crosscarmellose sodium 

21 CFR 184.400 
REGN~M - 977005-28-g 

- 24CFR 175.105 (Listed as 
ymet~ylcel~ulose~ 

As indicated by the report in the attached documents, the calcium, 
magnesium and potassium do nof undergo any chemical change as a result 
of the proprietary ag lomeration process. 

4.2 History of Use 
4.2.1 Alka-Plex@ granules have been used in food/bever~ge products as an 

duce acidity since 1997. The p uct, Coffee TamerTM 
was manufactured and marketed by Tamer l~tematjon~l~ holder of all 
intellectual property rights related to the formulation and manufacturing of 
Alka-Plex@ granule r lnternationa~ licenses the ingredient, Alka- 
Pkex@ and all relate ology to pli Sciences, Inc. 

4.2.2 In 1995, prior to ma the ingredient, Tamer lnte ational requested 
GRAS approval on the Alka-Plex@ granules for use in foods. Confirmation 
was given by CFSAN to Tamer Inter the components of the 
product were a Apache Documents). 
Since, 1997, over 270,000 boxes of TamerW have been sold. 
There have been @  adverse events There has been no 
change to the ~~gredje~t since that time nor with the assignment or 
license of the formulation and related pro~ss~ and technology by 
Tamer lnternatio~al to pH Sciences, Inc. 

4.3 Safe 
4.3.1 

Female S~raaue-5awiey Rats. SRI Study No. ~~8~-~~. t%perimentai writ 
performed between June 8, 2005 (Start date) and June 22, 2005, (Completion date) by 
Stanford Research Institute, BioSciences Division, Menlo Park, CA., The objective of 
this study was to determine the maximum tolerated dose of a 
nutraceutical (Alka-Plex anules) in male and female Sprague-Dawley 
rats after a single oral e administration. Clinical observations were 
recorded 2-5 hours post dose and once daily thereafte Individual animal 
body weights were measured for each treatment gro on Day 1 prior to 
dosing, Day 8 and Day 15 prior to necropsy of the animals. Gross 
necropsy was performed on all animaJs on Day 15. 



All animals survived until the end of the study aid had no adverse clinical 
signs or effects on body weight at any time during the study. Necropsy of 
all animals at the end of the study revealed gross pathologic findings in 
four females and in the Zg/Kg treatment group, which were considered 
unrelated to t~atment with the test artid rossly observable 
abnormalities occurred i of the other animats in the study including 
those in the highest group C%PW In conclusion, the No 
Observable Adverse E eve1 (NOAEL) of eutraceutical (Alka-Plex 
Granules) administered in a single oral dose was 5g~Kg, based on the 
parameters evaluated, and the maximum tolerated single oral dose is 
greater then 5g/Kg. 

4.3.2 . AIBMR Life 
Sciences, inc. PUY~IIU~, WA, The purpose of the study was to evaluate the 
ability of the test article to elicit a cytotoxic response in cultured mouse 
fibroblast cells employin L-929 ceils. The results concluded that Alka- 
Plex Granules are co sidered non-toxic under th test conditions 
employed. 

4.4 Human Clinical Data 
4.4.1 A Novel Theraw for i#t~rstiti~i Cvstitis: A Two Year Follow-Uo Studv. 

Nut&km Education and Consuiting Service, Ed Syracuse, NY. May 2003. Susan E. 
BKNVQ HID., CCN. The ive of this study was to entify, locate and 
survey participants in a outcome study measu~ the effectiveness 
of Alka-Ptex@ granules provided to them in a variety of forms, in treating 
interstitial cystitis. D . g the initial thr~-month study, the average daily 
dosage of Alka-PI granules was sig~i~~nt~y higher than the 

r the label on pH BalanceTM. Follow-up on the original 
gan two years after the three-month review. Ten of the 

articipants interviewed continued to use Alka-plexQ3 
granules, most of whom used them to reduce acidity in coffee and foods. 
All were satisfied with results and none identified any adverse events 
associated with use. 

We trust that the New Dietary ln0r~ient a 
contained herein provide your office with info 
there are any questions regarding 
223-2271 or by mail. 

Respectfully submitted, 

%krdre Allen, 
Consultant to pH Sciences 
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